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§1310.15

§1310.15 Exempt drug products con-
taining ephedrine and therapeuti-
cally significant quantities of an-
other active medicinal ingredient.

(a) The drug products containing
ephedrine and therapeutically signifi-
cant quantities of another active me-
dicinal ingredient listed in paragraph
(e) of this section have been exempted
by the Administrator from application
of sections 302, 303, 310, 1007, and 1008 of
the Act (21 U.S.C. 822-3, 830, and 957-8)
to the extent described in paragraphs
(b), (c), and (d) of this section.

(b) No exemption granted pursuant to
1310.14 affects the criminal liability for
illegal possession or distribution of
listed chemicals contained in the ex-
empt drug product.

(c¢) Changes in drug product composi-
tions: Any change in the quantitative
or qualitative composition of an ex-
empt drug product listed in paragraph
(d) requires a new application for ex-
emption.

(d) In addition to the drug products
listed in the compendium set forth in
§1310.01(f)(1)(iv)(A), the following drug
products, in the form and quantity list-
ed in the application submitted (indi-
cated as the ‘“‘date’’) are designated as
exempt drug products for the purposes
set forth in this section:

EXEMPT DRUG PRODUCTS CONTAINING EPHED-
RINE AND THERAPEUTICALLY  SIGNIFICANT
QUANTITIES OF ANOTHER ACTIVE MEDICINAL
INGREDIENT

Supplier Product name Form Date
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[60 FR 32463, June 22, 1995]

PART 1311—REGISTRATION OF IM-
PORTERS AND EXPORTERS OF
CONTROLLED SUBSTANCES

Sec.

GENERAL INFORMATION

1311.01 Scope of Part 1311.
1311.02 Definitions.
1311.03 Information; special instructions.

FEES FOR REGISTRATION AND REREGISTRATION

1311.11 Fee amounts.
1311.12 Time and method of payment; re-
fund.
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REQUIREMENTS OF REGISTRATION

1311.21 Persons required to register.

1311.22 Separate registration for independ-
ent activities.

1311.23 Separate registrations for separate
locations.

1311.24 Exemption of certain military per-
sonnel.

1311.25 Exemption of law enforcement offi-
cials.

1311.26 Exemption for ocean vessels, com-
mercial aircraft, and certain other enti-
ties.

1311.27 Exemptions for personal medical
use.

APPLICATIONS FOR REGISTRATION

1311.31 Time for application for registra-
tion; expiration date.

1311.32 Application forms; contents; signa-
ture.

1311.33 Filing of application; acceptance for
filing; additional information; amend-
ments to and withdrawals of applica-
tions.

ACTION ON APPLICATIONS FOR REGISTRATION:
REVOCATION OR SUSPENSION OF REGISTRATION

1311.41 Administrative review generally.

1311.42 Application for importation of
Schedule I and Il substances.

1311.43 Certificate of registration; denial of
registration.

1311.44 Suspension or revocation of registra-
tion.

1311.45 Suspension of registration pending
final order.

1311.46 Extension of registration pending
final order.

1311.47 Order to show cause.

HEARINGS

1311.51 Hearings generally.

1311.52 Hearings on application for importa-
tion of Schedule I and Il substances.

1311.53 Burden of proof.

MODIFICATION, TRANSFER, AND TERMINATION
OF REGISTRATION

1311.61 Modification in registration.
1311.62 Termination of registration.
1311.63 Transfer of registration.

AUTHORITY: 21 U.S.C. 952, 956, 957, 958, un-
less otherwise noted.

SOURCE: 36 FR 7812, Apr. 24, 1971, unless
otherwise noted. Redesignated at 38 FR 26609,
Sept. 24, 1973.

GENERAL INFORMATION

§1311.01 Scope of Part 1311.
Procedures governing the registra-

tion of importers and exporters of con-

trolled substances pursuant to sections
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